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[Docket No. 88F-0199] 



Dow Chemical Co.; Filing of Food 
Additive Petition 

AGENCY: Food and Drug Administration. 
action: Notice. 



summary: The Food and Drug 
Administration (FDA) is announcing 
that the Dow Chemical Co. has filed a 
petition proposing that the food additive 
regulations be amended to provide for 
the safe use of ethylene-octene. 
copolymers, ethylene-octene-hexene 
copolymers, ethylene-octene^butene 
copolymers, ethylene-octene-propylene 
copolymers, and ethylene-octene-4- 
methylpentene-1 copolymers, which 
contain not less than 75 weight percent 
of polymer, units derived from ethylene 
as articles or components of articles 
intended to contact food. 

FOR FURTHER INFORMATION CONTACT: 

Vir Anand, Center for Food Safety and 
Applied Nutrition (HFF-335), Food arid 
Drug Administration, 200 C Street SW., 
Washington, DC 20204, 202-472-5690. 



[Docket No. 88E-0183] 



Determination of Regulatory Review 
Period for Purposes of Patent 
Extension; Naftin© 

AGENCY: Food and Drug Administration. 
action: Notice. 

summary: The Food and Drug 
Administration (FDA) has determined 
the. regulatory review period' for Naftin* 
and is publishing this notice of that 
determination as required by law. FDA 
has made the determination because of 
the submission of an application to the 

Commissioner of Patents and 

Trademarks, Department of Commerce, 
for the extension of a patent which 
claims that human drug product. 
ADDRESS: Written comments and 
petitions should be directed, to the 
Dockets Management Branch (HFA-r" 
305), Food and Drug Administration. Rm. 
4-62, 5600 Fishers Lane, Rockville, MD 
20857. ^ . 

FOR FURTHER INFORMATION CONTACT: 

I. David Wolfson, Office of Health 
Affairs?(HEY^20) t Food and Drug : 
Administration, 5600 Fishers' Lane, 



otl - „ ... xiuiiuiuauduuii, oouu risners Lane, 

supplementary information: Under - Rockville r MD 20857, 301^-443-1382 

the Federal Food, hmo anH r™^n~ r •i£:^L£':''-i:-; *j ±; *> ' 



the Federal Food, Drug ( „and Cosmetic 

Act (sec. 409(b)(5), 72 Stat.1786 (21, . Z; 
.348(b)(5)})rnptice.i&^ven that a? ; - 
; petition (FAP 8B4091) has been filed by 

the Dow Chemical Co., 1803 Bldg M Door. 
: 7, Midland, MI 48674, prppqging that *„ 
..: §:177.1520 Olefin polymers (21 CFR \ , 

177.1520) be.amende(l ; to.pro 
v safe use of ^ethylene-octene copolymers, 

emylene;qctene-^ 
; ethy lene-ocfene-but^ 



SUPPLfeMENt ary information: The Drug 
Price .Compe tition and Patent Term 
Resjor a ti6n;Aat.of.l984 .(PubKL'&ftsii?):^ 
generally provides that ^patent may be 
extended for, a /period Mup to 5 years sp:^ 
long as.the patent^ 
product, jnedicatdeyicerfood additive; 
or color ^ditiyej .yvas subject to A - ; V 1 
regulatory jceview by FDA. before the 

'£ . .^ 6 P'35PM- W?*^^ .Under that get, r a : ' v / 
f Prpducfs regulatory 

-ethyleneVoctene^ the basis for. determining the amount of ' : 

and ethylene 

copolymers, . which containhot less than-~"'" : - 

75 weight percent of polymer units >> r Z two P^^daof, time: A^tes^ phase and : 

deriyed from ethylene as[articles or t'Shi ™ ? P ^>^^ 
, .. products 



s : petition results m;a; region, ;thf : ; : product and'eohtmues until FDA grants 
notice.ofaymlabilifypf;^^ the drug product; ' 

tinding of no significant impacf arid the ; , I Although onjy aiportion of a regulatory : 
evidence iupporting that finding wili;be review period may count toward the 
rJublished with fKo rooiii^fi^u iuu 1 * actualamount/df extension that the 



(? f ^ f u > subtracted as well as any^tmie thafmay 

A h fve occurred before the patent was :. v 

-Acting Director, ^C^fyrf^^iy and7 ; ' 1 isfsued).:FDA's determihatiori of ^ ? 
A^hed Nutrition. 7 ■ J - ji. ^ ^ , /length of a regulatory revi^^dd^ . V 
[FR Doc. 8^14269 Filed &r23-88; 8:45 am) % , \ \ a human dnig.product wiUrinclude all of -~. 
billing code 4160^61-m *" V < 1 ^ ^^^'f^^ the testing phase and approval Dhas&as?H 
^ ' ^ ^r,,^ ^ specified in 35 U:S.C:156(g)(l)(B). • - : - 



FDA recently approved for marketing 
the human drug product Naftin* 
(naftifine hydrochloride). Naftin® Cream 
is indicated for the topical treatment of 
tinea cruris and tinea corporis.. 
Subsequent to this approval, the Patent 
and Trademark Office received a patent 
term restoration application for Naftin® 
(U.S. Patent No, 4282.251). from Saridoz 
Pharmaceuticals Corp. and requested 
FDA's assistance in determining the 
patent's eligibility for patent term : 
restoration. FDA, in a letter dated May 
24, 1988, advised the Patent and 
Trademark Office that the human drug 
product had undergone a regulatory 
review period and that the active 7 
ingredient, naftifine hydrochloride, 
represented the first permitted : 
marketing or use of that active " : 
ingredient. Shortly thereafter, the Patent 
and Trademark Office requested that 
FDA determine the product's regulatory 
review period.. .- .... rf ^ 

, FDA has determined that the" L_. 
applicable regulatory review period for 
Naftin® is 2,903 days. Of this -time, 2,189 
days occurred during the . testing phase * 
of the regulatory review period, while" 
. 714. days occurred during the approval" 
phase. These periods of time were ■ z , , 
..derived from, the following .dates:.. J;££ • 
-A^ The date an exemption underZ^^ 
section505(i) of the Federal 'Food Drug, - 
: and Cosmetic Act became: effictive: ^ 
March 21,1980. The applicanticlaims .v. : 
Ianuary47,a980, .as the effective date of 
the first investigational new.'dnigi^r'S^ '■ 
applicatibri (IND) related to the- I : :?fcu : 
.rapproved product. However, FDA ! ; 
records indicate that the firstlND " ' r :: , 
became effective on March 21;- i980, : 
when IND 17-148 was removed from 
clinical hblcL ^ ■ 

2.:The date^the application jvas^ S.v? 
mitially^ub^ tojtie< 
Human drvg pivduct ^ ; 

Cosmetic '-Apk^^^^^^'^ 
applicanidainis that.^ 
appUpation.foc.therpfod^ * 1 

:599) was piUally submitted^oh Nfajch ' 
14, 1988; However, FbA~recorda Indicate 
that NDA 1^599 was received:on March 
18.1986; v ^ : , . ' 



p 3. The date the application was. \ . 
approved: February 29* 1986; FdA has 
verified the applicant's, claim^that NDA 
,1^599 was approved on February 29, 

.1988;. : '." ■ ..^:/^v- ? : 

^T^is determination of the regulatory 
review period establishes the maximum 
potential length of a patent extension. ; 
However, the U.S. Patent and \ T 
Trademarlc r Office applies several' '- :; ^ 
statutory iimitatibns in its calculations ■ 
of the actual period for pa tent extension. 
In its application for patent "exterisiori, 



Federal Register /. Vol. 53v No. 122 / Friday,. June 24, 19m I; Notices 



$3799 



this applicant seeks 730 days of patent 
term extension. 

Anyone with, knowledge that any of . 
the dates as published is incorrect. may, 
on or before August 23, 1988, t 9ubmit to 
the Dockets Management Branch 
(address above) written comments and 
ask for a redetermination; Furthermore,, 
any interested person may petition FDA, 
on or before December 21, 1988, for a 
determination regarding whether th& 
applicant for extension acted with the 
due dilligence during the : . regulatory- 
review period! To meet its burden, the 
petition must contain sufficient facts to 
merit an FDA investigations (See HI 
Rept. 857, Part l„98th Cong., 2d Sess.,. 
pp. 411-4%. 1984.) Petitions should be.in 
the format specified in 21 CFR lOtfO 1 . 

Comments and petitions should be 
submitted to the Dockets Management . 
Branch' (address abovej.in three copies 
(except that individuals may submit 
single copies) and identified with the, 
docket number found in brackets in the. 
heading of this document.. Comments 
and petitions may be seen- in* the 
Dockets Management Brancfr between 9 
a.m. ancN p:riv., Monday through Friday;. 

Dated! June 16, 1988- " . .. " t 
Stuart L. Nightingale, ; ..." ; ;;* j . v -r 
Associate i Commissioner, for Health Affqirs.. 
[FR Doa 88-14267 Etfed 8^-23-88; 8:45 amji 
BiLLinacooE4i6(HrwBi A >rj ; v" ;::' 



(Docket No. 88W-01621 ^ - r : . ■ 

CIBA Vision Gorp^ Premarket' '^'-'.j!f 
Approvat of CtBA: Vision™ Lens Drops 



, cuyii> aiiu wiusi^umuibumiuivj: lenses tnaicnave. peen approyearion ;.; Director Center.fbr Devices and Radiahgicai 

u -^<v ;'• vdv • ™ark!^^ &;jtaaU*Z ui$t%k ' >~M vv3 rii&8feo£ * - 

OHlNottce.:., ; ' :-<*£\$&y-^ [BE Ddc:.8a4-14276 Filed 6-23-68; 8:45 am]: - V 



AGENCY: Food' and Drug Administration^ 
HHS 

ACTiONLNotice 
Admiin^a^rtXFD^w 

approval oi meapphcattmrb Ciba : ^ ^ ]p^TS£^f sK&irtbHC^cT 



reconsideration under § 10.33(b) (21 CFR 
10.33(b)), A petitioner shall identify; the. 
form of review requested (hearing or 
independent advisory committee) 1 and 
shall sumbit with the petition supporting 
data and 1 information showing that' there 
is a genuine and substantiahissue of 
material fact for resolution through, 
administrative review; After reviewing: 
the petition*.FDA will decide whether to 
grant or deny the petition: and will 
publish: a notice of its decision in the 
Federal Register; If FDA grants the: 
petition, the notice will state the issue to: 
be reviewed,, the form of review to be 
used,, the persons who may participate 
in the review, the.time and place where 
the review will occur, and other details. 

Petitioners- may, at any time, on or 
before July 25, 1988, file;with the: 
Dockets Management Branch, (address/ , 
above), two copies of each petition: and 
supporting.data and mformatibn, 
identified with the name of the device.-. - 
and the docket number found in 
brackets inrthe heading q£ this 
document. Received petitions may! Kef 
seen in the office above between 9 a.m; ,| 
and 4 p-.m;, Monday throug^Frfda^^.'?^.^ 
This notice is issued under the^Fi^rair 
FooiDrug* and Cosmetic. Act (sees* l-Z. \ ; 
515(d)..52Qft),,90 Stat. 554-555," 571 '{Ay. \ !; 
i^I^^ - JU.S.C. 3606^), 360j(ri))J ana^dl^^ 

available>fcri>ub^ r v b-i authority . delegated! to tl&^ 

CDRFt--cohtact David^M^Whipple. . r r of Foqdand'Drugs (21.CFR S^anrf;; ^ 
(MEZr4€kQ;,ad^ris&*aBdve^ '^ ; ,V-r-^ X redelegated to the DkectOT^Qeiaier For^ 
' Lensi Devices and Radiological |ealt(^ ?: ^ 

Dropsstatesr.&a^ ^iyr 

mm'cated for use to' lubricate: and re wet: • . . bated:: June i-iifc. 1988.* . •-• 3 
;sdft(hya^ ^* John a.VMortkJ ,,V>i 

lenses' thafchave! been appravedrf or, ' 1 



FOR FURTHER INFORMATION CONTACT: 

David M. Whipple, Centerfor Devices 
and Radiological Health, (HFZr460). 
Food and'Drug Administration, 8757 
Georgia Ave.,. Silver Springs MD 20910V 
301-^27-7940.. . 
SUPPLEMENTARY INFORMATION: On 

December s; 1986, Ciba Vision Corp., 
Atlanta, GA 30348; submitted to. CDRH 
an application forpremarketapproval of; 
the Ciba Vision™ Lens,Drops.The Ciba 
Vision™*Lens Drops are indicated for 
use. to lubricate and rewet soft 
(hydrophilic) and hard contact lenses; 

fiki February 27; 1987,, the Ophthalmic: 
Devices Panel, andtFDA advisory 
committee*, reviewed* and 1 recommended 
approval ot the: application;. 0n< March- 
3J, 1988, CDRRapprovedthe 
applicatiorr by a letter to^ the applicant 
from the^Director of the: Office of Device. 
Evaluation, CDRH. 

Ai summary, of the safety and. 
effectiveness data on which.CDRFL 
based' its; approval is. on file in the 
Dockets Management/Branch (address 
above); and is. available from that office 
upon written request. Requests- should 
be identified with the name of the 
device and the docket number found in 
brackets firthe heading ofthis 
document: 
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contaxjtvreraes^^er ; ^port^ 

recommendriiamofthe pp^ / . 

DevicesPanefcEDftrs vCeiiterrfbr Devices DnJg^am^C^9lnetic>fct 
arai\Radibtegii^fcHeauiii{CE^ 

notified the appMcaTi^by*refttero™areh,i i n terestealpe«sbh' ta^u'tidnV un Jer. * 
•31, 1988 d£the?approvaf6Fthe 



Versaf lexiDeii yery Systems, Inc^- 
Premarket Approval <ML th6:.'-j:'vVr^^^i. 
Versa! lex :™ Buchbtacfe^ 
PTGA Catheter System 




ACTION: Notice* 



31, 1988.otthe approvAr6f the ^V-^V- 1 . seatia^SISliJ o£the.act(il f US.C:. ^ ;^ i ^SUMMABYtThe Footfand'ETrugL 
applicaf^;-^^ 

n ATC BaHlikno a^ni'Wi cfpo Horn * v >*" ' r»tSo CP« -ltUAr«V^ M 4ti io " ' ' — ' 



date: Petftibhs f^admihiBh'ative* 
review.by ]ulj:25i49§8; ; ^^Vv^v' : J 



CDRrTS decision fo approve tHis* 
application. A petitioner may request 



Ad^in^raftbh (FDAIfs ahriouncing , ft£ 
apprivarbCtfie applfcation By^ereaiiex 
DeliveTOSy3temd;,mc^SanDrie^,/^^ 




Adirm^tranOTi; Rmvi^iSKKTFisherff 
Lane, Rbckviire; MD*^^'^*'*- 



committee" br experts. & ^etitfoh is to Be 
itfthe form of a petition for 1 ' ^ - ^^ V 



disease: Aft^re^wing^tHe Wi^vg' 
recommehdatibn of the Circulatbry 4 ! ' ^ * : ' . ; 



